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W:ood and Drug Administration
' _1 CFR Parts 189 and 700

ACTION: Interim final rule and request for comments.

SUMMARY: The Food and Drug Administfétion (FDA) is émeh;ding the interim
final rule on use of materials derived from cattle in hﬁman food and cosmetics
published in the Federal Register of Iuly, 14, 2004. In the July 14, 2004, interim
#al rule, FDA designated certain materiéls from cattle, including the entire
small intestine, as “prohibited cattle materials” and banned the use of such
materials in human food, including dietary supplements, and in cosmetics.
FDA is taking this action in résponse/to comments rei:eiired:on the interim
final rule. Information was provided in comments that pér’siiadéd the agency
that the distal ileum, one of three portions of the smali intestine, could be
consistently and effectively removed from the ‘small,intesting, such that the
remainder of the small intestine, formerly a prohibited cattle material, could
be used for human food or cosmetics. We (FDA) are alselclarifyin’g'that milk
and milk products and tallow derivatives are not prohibited cattle materials
and that cattle hides are not prohibited cattle material when they are sourced
ggm cattle that pass antemortem inspection. Com‘menté also led the agency

tu reconsider the method cited in the interim final rule for determining
c£0527 |
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insoluble impurities in tallow and to cite instead a method that is less costly
to use and requires less specialized equipment. FDA issued the interim final
“le to minimize human exposure to materials that scientific studies have
demonstrated are highly likely to contain the bovine spongiform
encephalopathy (BSE) agent in cattle infected with the disease. FDA believes
that the amended provisions of the interim final rule pr:ovi’d'e’ the same level .
of protection from human exposure to the agent that/ causes BSE as the original
provisions.
DATES: The amendments to the interim final rule are effective [insert date of
publication in the Federal Register]. Submit written or eleétronic comments
on the amendments to the interim final rule by [insert date 60 dayé after date
of publication in the Federal Register]. The Director of the Office of the Federal
Register approves the incorporation by reference in accordance with 5 U.S.C.
@z(a) and 1 CFR part 51 of certain publications in 24,1 CFR 189.5 and 700.27
| as of July 14, 2004.

ADDRESSES: You may submit comments, identified by Docket No. 2004N-0081,
by any of the following methods:

e Federal eRulemaking Portal: bttp://WWW.reguIaﬁbns.gov. Follow the
instructions for submitting comments. |

o Agency Web site: http://fwww:. fd&.gov/doakets/ebemments. Follow the
instructions for submitting comments on the /agency Web site.

* E-mail: fdadockets@oc.fda.gov. Include Docket No. 2004N-0081 and/or
RIN number RIN 0910-AF47 in the subject line of your e-mail message.

e FAX: 301-827-6870.
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¢ Mail/Hand delivery/Courier [For paper, disk, or CD»ROMLs\ubmissions]:

Division of Dockets Management, Food and Drug Administration (HFA -305),
“@630 Fishers Lane, rm. 1061, Rockville, MD 20852.

Instructions: All submissions received must include the agené;y name and
Docket No. or Regulatory ;Informatioﬁ Number (RIN] for this rulemaking. All
comments received will be posted without change to http://www.fda.gov/
ohrms/dockets/default.htm , including any personal information provided. For
detailed instructions on submitting comments and additional information on
the rulemaking process, see the “Effective Date and/\Op\p‘nrt‘unity for Public
Comment” heading of the SUPPLEMENTARY INFORMATION in section IV of this
document. |

Docket: For access to the docket to read background documents or
comments received, go to hitp://www. fdﬁ.gov/ohrms/dackefs/defqult.h‘tm and

(; insert the docket nuniber, found in brackets in the heading of this document,
1nto the “Search” box aﬂd follow the prompts and/or gd to the Division of
Dockets Management, 5630 Fishers Lane, rm. 1061, RéckVill&; MD 20852.

FOR FURTHER INFORMATION CONTACT: Rebecca Buckner, Center for Food Safety
and Applied Nutrition (HFS-306), Foca and Drug Administration ; 5100 Paint
Branch Pkwy., College Park, MD 20740, 301—-436—1486.

SUPPLEMENTARY INFORMATION:

I. Background
On July 14, 2004, FDA issued an interim final rule entitled “Use of
Materials Derived From Cattle in Human Food and Cosmetié:s” \(als{o referred
to as “the interim final rule”), to address the potential risk of BSE in human
Fﬁgod and cosmetics (69 FR 42256, July 14, 2004). In the interim final rule, FDA

designated certain materials from cattle as “prohibited cattle materials” and
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banned the use of such materials in human food, includiﬁg dietary
supplements, and in cosmetics in §§ 189.5 and 700.27 (21 CFR 189.5 and 21
“TFR 700.27). In the interim final rule, FDA designated the following as
prohibited cattle materials: Specified risk materials (SRMs), the small intestine
from all cattle, material froni nonambulatory cattle, material from cattle not
inspected and passed for human consumption, and\finecharxically separated
(MS)(Beef). The materials designated as. SRMs were the brain, skull, eyes,
trigeminal ganglia, spinal cord, vertebral column (excluding the vertebrae of
the tail, the transverse processes of the: thoracic and lumbar vertebrae, and the
wings of the sacrum), and dorsal root ganglia of cattle 30 months and older,
and the distal ileum of the small intestiﬁe and tonsils from all cattle. The Food
Safety and Inspection Service (FSIS) of the United States Department of
Agriculture (USDA) designated the same list of materials as SRMs in its rule
fﬁggltitled “Prohibition of the Use of Specified Risk Materials for Human Food
| and Requirements for the Disposition of Non-ambulatory Disabled Cattle”” (69
FR 1862, January 12, 2004). In addition, FDA ﬁrovid‘ed an alternative standard
for tallow in its interim final rule. Tallow must be produced by either
excluding prohibited céttle materials or, if ﬁrﬁo,duced‘ ﬁsing prohibited cattle
materials, must contain no more tilan,ﬂ.is bpercent,insioinble impurities. Tallow
derivatives were exempted from the provisions of FDA’sUiuteﬁm final rule.
The comment period for the interim final ru/le, closed on October 12, 2004.
After reviewing comments received on the interim final rule, FDA determined
that it needed to make some changeé and clarifications now, rather than
waiting until we could address all of the comments in a fiﬂa‘l' rule. We are
wikmending or clarifying the interim final rule in ﬂle-.fglléwing five areas:

1. Use of small intestine,
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2. Status of milk and milk products,

3. Status of tallow derivatives,

4. Status of cattle hide, and

5. Testing method cited for determining the level of insoluble impurities
in tallow. |

We are making these amﬁendinents to the interim ﬁnai“ml@in part in
response to comments indicating uncertainty regarding thé status of certain
products under the interim final rule anfl‘new information regarding removal

of the distal ileum.

II. Amendments and Clarifications to the Interim Final Rule‘/

‘A. Prohibition on the Use of Small Intestine From All Cattle

In the interim final rule of July 14, 2004, FDA p‘mhibited the use of the
;h?tire small intestine in human foéd and cosmetics, ’eyén,thnugh the agency,
a. the time the interim final rule was is,sﬂed only co:gasidered'-and éﬂrrenﬂy
only considers the distal ileum portion of the small intestine to be an SRM.
As stated in the preamble'to the interim final rule, FDA prohibited the use
of the entire small intestine because at the time we beiieved:;r’(:l). It would be
difficult to distinguish one end of the small intestine from'the other 6nce it
had been removed from »/the\anima\l; (z)>mere was alack bf intefnatiohél
agreement on how much of the small intestine should be rgmoyed to ensure
that the distal ileum is separated ﬁum the remainder of the intestine; and (3)
given the lack of international consensus bn the issue, a manufacturer or
processor-would not be able to document that the distal ileum was adequately
removed (69 FR 42256 at 42259). We requested comments addressing our

fM " * g ® » > * y % 54 » /’
" 1sons for prohibiting use of the entire small intestine and solicited specific
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information on whether processors may be able to effectively rem@ve just the

distal ileum.
1. Comments Received

In response to the interim final rule, FDA received comments from beef

processors, the natural casing industry, the beef by-product industry, and |

that the agency amend its prohibited \cattlie materials rule to prohibit only the
distal ileum portion of the small intestine for human food and éosmetics, rather
‘than the entire small intestine. As stated in the comments, iﬁfactiﬁty has only
been confirmed in the distal ileum of the small intestine of cattle infected with
BSE under experimental conditions, and the technology exists to effectively
remove the distal ileum portion from the rest of the small intestine.
Comments also described, in detail ',Aexamples'of verifiable pchedures for
“™e effective removal of the distal iiemﬁ portion of the small int_éstine, which
is made up of three sections: The duodenum, the jejanuﬁl, and thejiieum. One
procedure described in the cpmments begins with ‘tl;e removal of the small
intestine from the abomasum. Under thié procedure, the small intestine is
separated from the caecum at the ileocecal orifice, and the ileum is separated
| from the jejunum at the flange. Accord«in;gfto the commehfs; the resulting
segment that contains the distal ileum would measure 36 to 72 inches in length
depending on the age and size of the animal.
Another procedure described in the comments also begins with removal
of the small intestine from the abomasum, except that under this procedure
the small intestine remains attached to the caecum. The separation of the non-
Aleum sections of the small intestine from the ileum zs made at a point 36

10 80 inches from the caecum, leaving the ileum section of the small intestine



7
attached to the caecum. According to the comments, leaving the ileum attached
to the caecum at this initial stage provides an easily verifiable point of
aference for on-line inspectors. The next step in this procedure is to separate
the 36 to 80 inch portion of the intestine that contains the iiemm from the
caecum at the ileocecal orifice, leaving t}ze caecum and the small intestine for

edible use.

Another comment noted that, prior~»to December 2003, Japan accepted
importation of beef casings from the United States on the basis of U.S.
government certified removal of thg distal ileum frdm the s;mairl' intestine. The
procedure required the removal of at least 80 inches of the small ihtestine,
measured from the junction of the ileum and the caecum, to ensure removal
of the distal ileum. |

Several comments indicated that, because of thé ﬁistinc[t /shap‘e of the distal

~sum of cattle, it is easy to verify the effective removal of this pbﬂitzn of the

| small intestine. Furthermore, comments from the natural casing industry stated
that, because of the distal ileum’s physical properties, particularly the absence
of a curve and an irregular thick surface, the distal iléum is not useable as
a natural casing for sausage products. Thus, these comiilents noted, many
slaughter establishments in the United States and Canada have a policy of
removing the distal ileum from all cattle rét the time of slaughter. v_Furthermo:re,
as stated by the comments, slaughter establishments in Brazil, Argentina, and
Uruguay, the three countries that are the major exporters of natural casings
to the United States, have all been able to certify the xemovéi of the distal
ileum using achievable standards when requested to do so by their U.S.

customers.
-



8
In addition to comments requesting that only the distal ileum portion of
the small intestine be prohibited from use in human food and cosmetics, we
ceived comments stating that the entire small intesiine or both the small and
large intestines should be considered SRMs. Comments,note& that the
European Union (EU) identifies both th@ small and large intestine as specified
risk material and prohibits their use in food. As stated in comments, this was
done in the EU because BSE infection is associated with absorption of the BSE
agent from contaminated feed and because it is not péssibie, to prevent
slaughterhouse contamination of other intestinal areaé with mattez from the
ileum. Comments also cited an unpubliéhed study shoWing that positive
immunostaining for prion protein was found along the length of the intestine,
not just in the distal ileum as reported in:the" literature, when bioassayed in
calves. Comments also noted that the IntemationalReview Team (IRT),
ﬁppomted to review BSE prevention measures in the Umted States after the
wiscovery of the BSE-positive cow in Washington State, recommended that the

SRM ban be amended to include the entire small andlarge intestines.

2. Response to Comments
After considering the comments submitted on the removal of the distal
ileum, FDA has concluded that processors have the tebhﬁol@gy\tq effectively
remove the distal ileum portion from the rest of the small 'iiliestihei We believe
that the small intestine, following effective removal of the distal i;lgum,
presents a negligible risk of exposing humans to the BSE agenf.
FDA believes that procedures to ensure effectivé removal of the distal
ileum require that at least 80 inches of the uncoiled and trimmed small
ntestine, as measured from the caeco-colic junctidz}i;and pmgmssing:

proximally towards the jejunum, be removed. We believe that these procedures
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ensure removal of the distal ileum despzte differences in length of the intestinal
tract or its segments between breeds or among animals of the same breed. An

Iternative removal procedure may be used if an establishment can
demonstrate that it is equally effective in ensuring that the entire distal ileum
is completely removed. |

We do not agree with comments thét; stated that the entire smétll intestine
or both the small and the large intestine should be designated as SRMs. Though
the EU prohibits the entire intestine 'froin‘use in food, the data that we are
aware of indicating infectivity along he ent.;e intestine is from other species,
not from cattle infected with BSE or other transmissible spongiform
encephalopathies (TSEsj (Refs. 1 to 6). Though the studies in other species
represent the distribution of infectivity in those speéies,‘ th)ey\}may not represent

the distribution of infectivity in cattle infected with BSE as evidenced by

~tudies with bovine tissue. In cattle, one study found j:hat infectivity in cattle

experimentally given BSE was detected only in the distal ileum bfithe‘ small
intestine and not any other parts of the small or large intestine (Ref. 7; see
discussion in sections L. E and F of the interim final rule). Similarly, in another
study, no infectivity was detected in the small or large intestine, except for

the distal ileum. Specifically, in cattle experimentally infected :With BSE,
positive Peyer’s patches were found only in the distal ileum, and in cattle with
naturally occurring and \experimentalzBSﬁE positive myenteric pléxus neurons
were found only in the distal ileum (Ref 8). One study faund no infectivity

in the splanchnic nerve, rumen, omasum, abomasum, proximal small intestine,
proximal colon, distal colon, and rectum, or even the distal small mtestme,
when these tissﬁes from confirmed cases of BSE in cattle were subjected to

._.ouse bioassay (Ref. 8). Though commenters cited an unpublished study
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showing positive immunostaining for prion pmteinxaiéng,theiéngth of the
intestine, data from this study are not available to the agency. In fact, |
"~ ommunication with researchers in the UK indicates that work to determine
whether immunostaining for prion protein could be detected outside of the
distal ileum has not been undertaken (Rgf. 10). We realize that the studies on
tissue infectivity have limitations, but we are not aware of evidence that
intestine other than the distal ileum harbors infectivity in cattle with BSE. If
we become aware of data indicating that other portions. of *ﬂw small intestine
or the large intestine in cattle harbor infectivity, we will take ;épprbpﬁate
action. |
We also do not agree that cross c’ontamination of other pai‘ts of the
intestine with infectivity in the distal ileum is unavoidable in the
slaughterhouse. Comments pi‘ovided several methods by which the distal
Aleum can be consistently and effectively removed from the rest of the small
| intestine without cross Gontainination during slaughter. We agree that, if these
methods are properly implemented, cross contamination can be avoided.
Finally, we do not agree that we should require that the entire intestine
of all cattle be designated an SRM because the IRT recommended it. In its
report (Ref. 11), the IRT noted that femovél of the tissues currently designated
as SRMs in USDA’s and FDA'’s interim final rules, which did not include the
small intestine, eliminates the highest risk tissues from the food sixpp‘ly and
that the current SRM designation is consistent with the level of BSE risk in
the United States, in which one positive case of BSE has been found in one
imported cow. If the increased surveillance for BSE cu;%remly underwéy by

;J%SDA’S Animal and Plant Health Inspection Service (APHIS) reveals
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additional cases of BSE, we will re-evaluate the recommendations of the IRT
that the entire intestine be designated as.an SRM and prohibited. =

~ Therefore, we are amending §§ 189.5(a)(1) and 700.27(a)}(1} to reﬂect that
small intestine is a prohibited cattle material unless it meets the provisions
of new §§ 189.5(b)(2) and 700.27(b)(2). New §§ 189.5@)}(2}#11& :708.27(13)(2)
state that small intestine is not cohsidémd prohibited cattle material if the
distal ileum is removed by a procedure that removes at least 80 inches of the
uncoiled and trimmed small intestine as measured fmm the caeco-colic
junction and progressing proximally towards the jéjuﬁum‘or'by’ a procedure
that the establishment can demonstrate is equally effective in ensuring
complete removal of the distal ileum.

These amendments to FDA’s interim final rule are consisteni with

amendments that USDA made to its interim final rul&/r@g‘arding\ use/ of small

Antestine appearing elsewhere in this issue of the Federal Ragister.: FDA

| regulates stripped and cleaned casings derived from bovine éméll intestine,
and USDA’s FSIS regulafes unprocessed bovine smali ii}festine and “meat
food” products made with beef casings. It is important to note that natural
beef casings and other FDA regulated products derived from small intestine
are also subjebt to FSIS requirements when used in FSIS regtllafed ijroducts.
Specifically, FSIS wili not permit natural casings derived from beeef small
intestine to be used in mea-tyfdod»pmduct‘s unless the casings are derived from
cattle that have been inspected and ;passked ina U.S. official establis@ent or

in a certified foreign establishment.

B. Status of Milk and Milk Products
- The interim final rule provides that no human food or cosmetics shall be

nianufactured from, processed with or otherwise contain, prohibited cattle
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materials. Prohibited cattle materials include material ffomcatﬂe not inspected

and passed for human consumption.

-~
«. Comments Received

Several comments noted that milk/az\ld milk prodicts. could be viewed as
products that are not inspected and passed because milk is obtained from live
animals that do not undergo ihe same inspection as cattle during slaughter.
These comments noted that milk and milk products afeﬂ internationally
recognized to present a negligibl,e r‘isk_of\transmittihg the agent that causes
BSE and asked that we clarify the status of milk and mitk pmduct’s{under the

interim final rule.

2. Response to Comments
The interim final rule applies to materials from qafztle‘slaiight:ered on or
after the effective date and was not meant io apply to ﬁziikandmﬂk products,
@.xich come from live cattle. Therefore, We, are amending §§ 189.5(a)(1) and
700.27(a)(1) to clarify that milk and milk products are not included in the

definition of “prohibited cattle materials.”

C. Clarification of the Classification of Tallow Derivatives
The interim final rule defines tallow and tallow dg’;i;?&tiﬁ'e‘s and states that
prohibited cattle materials do not include tallow that contains no more than

0.15 percent hexane-insoluble impﬁrities and tallow derivatives.

1. Comments Received

Several comments requested that we clarify whether the tallow used as
starting material for the tallow' derivativés,has to contain no more ﬂlan 0.15
%cent hexane-insoluble impuritieé in order for the faﬂaw fde:ivatives not to

be included in the definition of “prohibited cattle materials.”
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2. Response to Comments

The exemption of tallow derivatives from the definition of “prohibited

““sttle materials’’ does not de/pend»on the source tallow for ﬂ;e-derivatives. For

the reasons discussed in the preamble to the interim final rule, tallow
derivatives present a negligible risk of transmitting the é;gen; that causes BSE
regardless of the source tallow. Therefore, all tallow derivatives are exempt
from the ban on the use of prohibited cattle material’s in hnnia.xﬁiﬁfoed\ and

cosmetics.

D. Status of human food and cosmetics derived from cattle hide
The interim final rule provides that no human food or cosmetics shall be
manufactured from, processed with or otherwise Contain,‘,préhibit&dcattle
materials. Prohibited cattle materials include products that ‘h;aive not been
inspected and passed. Cattle hides, whi’ch/a«re used as source material for
~allagen and collagen casings, receive antemortem but Inat/p,osﬁﬁartem

inspection in most slaughter operations.

1. Comments Received

Several comments stated thaf the commenters did not believe that FDA
meant to designate all cattle hide and products derived from hid‘é as prohibited
cattle material. These comments also pointed out that antemortem inspection
is when BSE might be detected from the behavior or appearance of the animal,
while pdstxnortem inspection is more usef&l for detecting cféss contamination
among parts of the carcass. Comments indicated that risk of cross
contamination by other carcass parts is not relevant for the hide l;;ecé,use it
is removed at the beginning of the slaughter process. In addition, cemmeﬁts
noted that cattle hide is internationally recognized to bé, a tissue with a

The{gligible risk of fransmitting the agent that causes BSE, and the World Health
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Organization for Animal Health (OIE) recommends that it be freely traded

regardless of the BSE risk status of the exporting countries.
P

<. Response to Comments
We agree with these comments. It was not our intention to designate all

products derived from cattle hide as prohibited catt}ge’materials,fbr use in

human food and cosmetics. We alsb recognize that cattle hide has been

determined to be a tissue with negligible risk of transmitting the agent that

causes BSE and that the OIE recommends that it be freely traded regardless

of the BSE risk status"of the e*xpertiiag countries. To clarify the status of cattle

hide, we are amending the definition of “inspected and pa$séé;” We are addirvlg‘

a sentence to the definition in §§ 189.5(a)(2) and 700.27(a)(2) stating, “[iln the

case of cattle hide, inspected and passed means the hide was sourced from

an animal that passed antemortem inspection by the/appmpﬁiéte zagnlatory
“thority, and at the time it was inspected and passed, it was found io be

not adulterated.”

E. Method for determining the level ,’ofins,aluble impurities m t’aﬂoiv

‘Under the interim final rule (§§ 189.5(a)(6) and*1700.2'7(a)(6),)/, any raw
materials may be used as the starting material for tallow fmductianf as long
as the resulting tallow contains no more than 0. 15 percent 4hé\xane« iilsaluble
impurities. The interim final rule requires that the method for f‘ﬁaxane~
insoluble matter” described in the 5th edition of the Food Chemicanls"(}odex
(FCC) be used to measure hexane-insoluble impurities 'in/tallof/v.; The interim
final rule also states that an alternative method may be used if it is equivalent |

to the FCC method.
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1. Comments Received |
We received several comments requesting that we specify a different
ethod for measuriﬁg impurities in tallow. Comments stated that the domestic
tallow industry primarily uses a method of the Américén Oil Chemist Society
(AOCS) to measure insoluble impurities. In comparison to the FCC method,
comments stated that the AOCS method is less expenéivé, requires less solvent
and has lower solvent disposal costs, and does not require speiﬁali’zed
equipment or supplies. These comments requested that FDA approve the.

AOCS method for measuring insoluble impurities.

2. Response to Comments
FDA agrees that the FCC method is more expensive, uses more solvent,
and requires more specialize& equipment than other methods currently used
by industry. After considering the comments, we révieWed information
/~ailable for several methods for mgaas‘uﬁng insoluble impuriﬁés m tallow for
comparison with the FCC method. In response to comments and the
information we obtained about the various methods;\Wé are amendmg the
interim final rule to cite the method for measuﬁn‘g insoluble -impuz‘iﬁes of the
International Organization for Standardization (ISO) (*‘An;ii:naleand yégetable
fats and oils-Determination of insolublé,impuﬁﬁes content,” ISO 6@3;2001) or
a method equivalent to it in accuracy, precision and senéitivity, The ISO
method is internationally accépted as a sf.é:ndard_ method for determining
insoluble impurities in animal fats. In the interests of hamﬁonizing our
regulations with the international regulatory community, the ,agéncy is citing
the ISO method rather than the AOCS method. Furthermore, the ISO method
ﬁ ‘currently used by the intemaﬁonal\talléw iﬁdusfry“and is 1-ess<expensive

w0 implement than the FCC method.
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Reference to the ISO method in the amended interim final rule does not

exclude use of the AOCS method to measure iﬁsolixbbe'impﬁriﬁes*in tallow,
"t is equivalent to the ISO method or use of the FCC method we cited in

the interim final rule. Any testing method may be used fhat ‘is'équjivalent to

the ISO method. Those wishing to use an alternate test are responsible for

determining that it is equivalent to the ISO method cited in the interim final |

rule as amended here; it is not necessary that FDA apprbve the use of an

alternate test. | |

III. Summary of Amendmenfs to the Interim Final Rule

We are amending §§ 189.5(a)(1) and 700.27(a)(1) to reflect that small
intestine is a prohibited cattle material unless it meets the prqvisiom of new
§§ 189.5(b)(2) and 700.27(b)(2). New §§189.5(b)(2) and »7:0&29{(15)(23 state that
small intestine is not considered pxohitbimd \ca,\tﬂe material if the distal iieum

‘,1;& removed by a procedure that removes at least 80 inches of the uncoiled and
trimmed small intestine as measured from the caecmcohc junction and
progressing proximally towards the j ]e)unum or by a procedure that the
establishment can demonstrate is equally effective in ensixﬁng enn@kete
removal of the distal ileum. | A

We are amending §§ 189.5(a)(1) and 700. 27{a)(1) to specufy that Imlk and
milk products are not prohibited cattle materials.

We are amending §§ 189.*5(a)’.(zf} and 700.27(a)(2) to ‘indic;ataeéthaft; in the
case of cattle hide, inspected and passed means that the hide wajs*ssm(rced;frcm
an animal that passed antemortem inspection by the appropriate regulatory
authority, and at the time it was inspec:\ted;_and passed, it was found to be

not adulterated.
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Finally, we are amending §§ 189.5(a}(6) and 700.27(a)(6) to indicate that
tallow, if it is sourced from prohibited cattle materi\als,:mm:t contain not more
“han 0.15 percent insoluble impurities as determined by the methéd “Animal
and vegetable fats and Qils—-Detefminatiqn of insoluble impurities content”
(ISO 663:2001), Intemationai Organizatiqn for Standardization (ISO), or
another method equivalent in accuracy, precision, and sensitivity to method
ISO 663:2001. |
1V. Effective Date and Opportunity for Public Commeﬂt
FDA provided the publié with an oppormnity to comment on the issues
raised by the interim final rule and addressed in this document. Tﬁis
amendment to the interim final rule is in ‘respoﬁsg to some of those comments.
Generally, the Administrative Procedure Act (APA), 5 U.S.C. 553(d), requires
that a substantive rule be published not less than 3 b‘days: befdre its effective |
fggte. Section 553(d)(1) of the APA (5 U.S.C. 553(d){1))f15i0vides an exception
1or a substantive rule ‘“which grants or recognizes an,eécémption or relieves
a restriction.” FDA finds that this exception is appliéable bécéuse,fhes‘e
amendments relieve restrictions imposed by the interimiﬁnal rule. Therefore,
we are issuing these amendments to the interim finallg rule with an immediate
effective date. FDA invites public comment 6?1 these amendm,entsjté the
interim final rule. The comment period will be 60 days. The agency will
consider modifications to these amendmegts to the m.tenm final mie based
on comments made during the comment period. Int_eﬁested persons may submit
to the Division of Dockets Management (see ADDREss’Es)‘writtep’c}rk electronic
comments regarding these amendments to the interim final rule. Submit a | '
single copy of electronic comments or two paper copies of any mailed

mments, except that individuals may submit one paper copy. Comments are
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to be identified with the docket number found in brackets in the heading of

this document. Received comments may be seen in the Division of Dockets

mﬁ“ﬁ[anagement between 9 a.m. and 4 p.m., Monday thi'oug}i Friday.

FDA will address other comments received in response to the interim final
rule and comments received in response to this amendment in further
rulemaking. | |
V. Executive Order 12866 and Regulatory Flexibility Act

FDA has examined the economlc 1mphcat10ns of this amendment to the
interim final rule as required by Executive Order 12866. Executive Order 12866
directs agencies to assess all cost:s and benefits of availablémguiatbry
alternatives and, when regulation is necessary, to select fegﬁlatary approaches
that maximize net benefits (including potential ecbnﬁlhiﬁ, environmental,

public health and safety, and other advantages; distribﬁtive impacts; and

MUIty) Executive Order 12866 classifies a rule as significant if it meets any

)f

one of a number of specified condltlons, including: Having an annual effect
on the economy of $100 million, adversely affecting a sector of the economy
in a material way, adversely affecting competition, or adverse;iy{affﬁsting jobs.
A regulation is élso considered a signiﬁcant’regulamry action if it raises novel
legal or policy issues. FDA h;ﬁs*d@términeid that this amendment fd‘the interim
final rule is not an economically sighiﬁ’c’ﬁ,nt fegulatory action. .

FDA has examined the economic implications of this aniendlﬁaﬁt to the
interim final rule as required by the Regulatory Flexibility AQt,(S,vU.S;C. 601-
612). If a rule h;as a significant economic impact on a substantial number of
small entities, the Regulatory Flexibility »Ac’c requireé agencies to anélyze

regulatory options that would lessen the economm effect of the rule on small

‘ .sntmes FDA has determined that this amendment to the interim ﬁnal rule
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does not have a significant economic impact on a substantial number of small
entities.

. The effect of amending the interim final rule will be that FDA regulated
human food and cosmetics may be manufactured from, processed With, or
otherwise contain small intestine if the distal ileum IS effectively removed.
FDA regulates stripped and cleanéd\casivngs derived from bovine small
intestine, and USDA’s FSIS regulates unpi’ocessed bovine small intestine and
“meat food” products made with be\ef»cas:ilngs. Very few, if any, FDA regulated
foods use beef intestines or beef casings as an ingredient. Therefore, the impact
on FDA regulated food industries as a result of this amendment to the final
rule is expected to be small. In the economic analysis of the iliftei‘im fmal rule,
FDA did not estimate any opportunity costs for cattle sléughiarérs or
manufacturers that used beef small intestines and beef natural casings in their
products because the small intestine had,already,begn:banngd as human food

7™} the FSIS interim final rule (69 FR 1862, January 12, 2004).

USDA'’s FSIS is amending its mtemn final rule to allow the use of bovine
small intestine, without the distal ileﬁm, ‘in USDA regulated fgér(;jduv‘t:té. FDA’s
amendment will benefit those FSIS regulated mamifécmrers,w}m use beef
casings; FDA’s amendment again allows thxs bovine material potentially to be
used in FSIS regulated iyrodupts; As noted previously, natural beef casings and
other FDA regulated products derived from sxﬁall int;géstine éfe also subject to
FSIS requirements when used in FSIS regulated products.
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List of Subjects

21 CFR Part 189

Food additives, Food packaging,‘lncoxporation by reference.

21 CFR Part 700
Cosmetics, Packaging and containers, Incorporatian:byr reference.

m Therefore, under the Federal Food, Drug, and Cosmetic Act, and under

authority delegated to the Commissi,onery;qf Food axxd bmgs, 21 CFRparts 189

#~d 700 are amended as follows: o

PART 189—SUBSTANCES PROHIBITED FROM USE IN HU&SANFQOD

m 1. The authority citation for 21 CFR part 189 continues to read as follows:
Authority: 21 U.S.C. 321, 342, 348, 371.

m 2. Part 189 is amended by revising § 189.5 to read as follows:

Subpart B—Prohibited Cattle Materials o

Sec.

§189.5 Prohibited cattle mate;'ia}s. ‘
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Subpart B—Prohibited Cattle Materials
§189.5  Prohibited cattle materials.

#=  (a) Definitions. The definitions and. interpretationé of terms contained in
section 201 of the Federal Food, Drug, and Cosmetic Act (the ac:t) apply to
such terms when used in this. part. The following deﬁmtwns also apply

(1) Prohibited cattle materials means specified nsk materials, small
intestine of all cattle éx,é‘ept as provided in paragrapi} (b)(2) of this section,
material from nonambulatory disabled cattle, materialvffrom ‘c;alt\’gle,\nct inspected
and pas\sed,‘ or mechanically separéied (MS)(Beef). Prohibited cattle materials
do not include tallow that contains no more than 0.15 percent hexane-
insoluble impurities, tallow derivatives, and milk and milk proﬂucts

(2) Inspected and passed means that the product has been inspected and
passed for human consumption by the appropriate regulatory authority, and
at the time it was inspected and passed, it was found to be not adulterated.

™ the case of cattle hide, inspectedsand passed means‘ithehid‘éswas sourced
from an animal that passed antemortem inspection by the g@prapri;ate
regulatory authority, and at the time it was inspected and passed, 1t ‘was found
to be not adulterated. o : o

(3) Mechanically Sepaz'atéd (MS)(Beef) means a m\a”atfoodjf »pmdut:t that is
finely comminuted, resulting }fmm the mechaﬁical separéﬁon and iemmfaljof
most of the bone from attached skeletal muscle of cattle carcasses a;nd parts
of carcasses that meets the specifications contained in 9 CFR 319.5, the
regulation that prescribes the standard ofli‘demity for MS (Species).

4) Nonambulatorjr disabled cattle mea’nscattleithat canpot rise from a
recumbent position or that cannot i\ra‘l‘k; including, but not limited to, those

wﬂl broken ap,pendages,‘ severed tendons or ligaménts, nérve paralysis,

‘uactured vertebral column, or metabolic conditions.
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(5) Specified risk material means the}brain, skull, eyes, txigejmihal ganglia,

spinal cord, vertebral column (excluding the vert,e’brae‘af\the tail, the transverse

™ ocesses of the thoracic and lumbar vertebrae, and the wings of the sacrum),
and dorsal root gar‘lglia\of cattle 30 months and older and the téﬁsi}s and distal
ileum of the small intéstine of all cattle.

(6) Tallow means the rendered fat of cattle obtainefdbyvpiréssin”g or by
applying any other extraction process to tissues der\ix}ed’dimcﬂy‘ from discrete
adipose tissue masses or to ofher carcass parts and tissues. Taﬂ@jw must be
produced from tissues that are not prdhib‘ited cattle materials or must contain
not more than 0.15 percent insoluble impurities as determined by the method
entitled “Animal and vegetable fats and oils—Determination df:insgluble
impurities content” (ISO 663:2001), International »Or\_’ganiia.ﬁtifan,far;
Standardization (ISO), incorporatediby\reférence in accoi:dancg with 5 U.S.C.

f‘&jz(a] and 1 CFR part 51, oranother method equivalent in accuracy, precision,

| and sensitivity to method ISO 663:2001. You may ohtain ccpies of the method:
from the International Orgamzatlon for Standardization (ht.fp /fwww.iso.org/
iso/en/ISOOnline. frontpage) or the D1v1s:@on of Dairy and Egg Safety (HFS-306),
Center for Food Safety and Appll@d,Nutg;tion, Food\and Dmg»Admlmstxatlon,
5100 Paint Branch Pkwy., College;P}éxk, MD 20740. Copies may be examined
at the Center for Food Safety and Applie,dN’uuitibn’s\ Library, 5100 Paint
Branch Pkwy., College Park, MD 20740, or at the Natiqnalﬁﬁchivses and
Récords Administration (NARA). For mférmation on the aﬁailabiiityof this
material at NARA, call 202-741-6030, or go to http //mvw archzves gov/
federal register/code_of federal regulations/ibr Iocaimns html.

(7) Tallow derivative means any chemical obtained through initial

" ..ydrolysis, saponification, or trans-esterification of tallow; chemical
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conversion of material obtained by hydrolysis, sapeniﬁcation;,‘o; irz’ins-
esterification may be app,lied to obtain the desired prbduct.,
~~  (b) Requirements. | |

(1) No human food shall be manufactured from, processed Wi;ﬂl, or
otherwise contain, prohibited cattle materials. | |

(2) The small intestine is not considered prohibited cattle material if the
distal ileum is removed by a procedure that removes at least 80_in€hes of the
uncoiled and trimmed small intestine, as meésured fmm the caeco-colic
junction and progressing proximally towards the jéjunum,(ér ‘by a procedure
that the establishment can demonstrate 1s equally ef{eciive' in ‘ensuring
complete removal of the distal ileum.

(c) Records. Manufacturers and prdc?isso:s of human food'thatais
manufactured from, processed with, or otherwise contains, cattle material must
make existing records relevant to comphance with this sectmn available to

A for inspection and copying.

(d) Adulteration.

(1) Failure of a manufacturer or ‘pmceésor to operate m compliance with .
the requirements of paragraphs (b) or (c) of this section renders human food
adulterated under section 402(a)(4) of the act. _

(2) Human food manufactured from, processed with, or otherwise
containing, prohibited cattle materials is \uhﬁt for hum&ﬁ food and deemed
adulterated under section 402(3}(3) of the act. |

(3) Food additive status. Prohibited cattle matemals for use in human food
are food additives subject to sectlon 409 of the act, excep\t when used as dietary
ingredients in dietary supplements. The use or intended use of ahy prohibited
gg}tle material in human food causes the material and the food'fccp be

‘wuulterated under section 402(a)(2)(C) of the act if the prohibited cattle material
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is a food additive, unless it is the subject of a food additive regulation or of

an investigational exemption for a food additive under § 170.17 of this chapter.

@
.ART 700—GENERAL

m 3. The authority citation for 21 CFR part 700 continues to read as follows:
Authority: 21 U. S. C. 321, 331, 352, 355, 361, 362, 37é1, 374.

W 4. Part 700 is amended by revising § 700:27 to read as follows:
§700.27  Use of prohibited cattle materials 'incosmétig prddﬁcts.

(a) Definitions. The definitions and interpretations of terms contained in
section 201 of the Federal Food, Drug, ahd Ggsmetic\AGt({he act) apply to
such terms when used in this part. The f@llov&ing definitions also épply: *

(1) Prohibited cattle materials means specified risk materials, small
intestine of all cattle except as provided in paragraph (b)(2) of this section,

~=aterial from nonambulétory disabled cattle, material from cattle not inspected
and passed, or Mechanically Separated ,(MS)EBeef); Préhibi?te’d cattle materials
do not include tallow that containéino more than 0.15- percgﬁt, hexane-
insoluble impurities, tallow derivatives, and milk andmilk \deucis.,

(2) Inspected and pdssedimeana that the product has bee’n‘i;nspeated and
passed for human consum-ptién by the agpropriate\regngla,;tgry authority, and ’
at the time it was inspected and pa’ssed; it was found to be not adulterated.

In the case of cattle hide, inspected and \_p%é\ssed means the hide was. sourced
from an animal that passed antemortem inspection by théaapprqpﬁate
regulatory authority, and at the time it was inspected; and ’p,asgsed; it was found
to be not adulterated. a |

(3) Mechanically Separated {MS)(Beef} means a meat food product that is

* .nely comminuted, resulting from the mechanical separation and removal of
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most of the bone from attached skeletal muscle of cattle carcasses and parts
of carcasses that meet the specifications contained in 9 CFR 319.5, the
#gulation that prescribes the standard 6f‘identity for MS (Speciesj.

(4) Nonambulatory disabled cattle means cattle that cannot rise from a
recumbent position or that cannot walk, including, But not limited to, those
with broken appendages, severed tendons or ligaments, nerve paralysis,
fractured vertebral column, dr metébolic%‘;onditions‘ /

(5) Specified risk material means the brain, skull, eyes, trigeminal ganglia,
spinal cord, vertebral column (eﬁclfxding' the vertebrae of the tail, the transverse

| processes of the thoracic and lumbar vertebrae; and the wings of the sacrum),
and dorsal root ganglia of cattle 30 months and olde;f, and the tonsils and distal
ileum of the small intestine of all cattle.

(6) Tallow means the renderéd fat of cattle obtained by pressing or by

A~uplying any other extrac{ion'propess to tissuVes‘ derived d»i«reetiy from discrete
adipose tissue masses or to other carcass ;xarts“and tissues. Tallow must be
produced from tissues that are not p’mhibitedicatﬂ:e ‘matei'ials or mﬁstic\onta«in
not more than 0.15 percent inédluble impuritias as déterniined hﬂy’\the method
entitled “Animal and vegetable fats and oils—Detéermination of insoluble
impurities content” (ISO 663:2001), Intéméﬁonal Organization ‘férv
Standardization (ISO), incorporated by réfeianéé in accordance with 5 U.S.C.
552(a) and 1 CFR part 51, or another;met‘h,@d equivalent in acaixracy; precision,
and sensitivity to method ISO 663:2001. You may 4obtaixk1~ ,cbpies of the method
from the International OrganizaﬁOH for Standardization (http:f/www,isq; org/
iso/en/ISOOnline.frontpage) or the Division of Dairy and Egg Safety (HFS-306),
Center for Food Safety and Apialied\ Nutrition, Foad’(aﬂd Drug Administration,
TJO Paint Branch Pkwy., College Park, MD 20740. Copies may be examined
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at the Center for Food Safety and Applied Nutritimi’s;Libraxy, 5100 Paint
Branch Pkwy., College Park, MD 20740, or at the Natioha;lf Archives and
#ecords Administration (NARA). For information on the availability of this
material at NARA, call 202-741-6030, or go to hitp://www.archives.gov/
federal _register/code_of jederal__regulatjons/ibr;l&aaticns;html.

(7) Tallow derivative means any fche‘;mical obtained through initial

_ hydrolysis, saponification, or trans-esterification of tallow; cﬁe@ical’
conversion of material obtained by hydréﬁysis saponification, ér& trans-
esterification may be apphed to obtain the desired product.

(b) Requirements. (1) No cosmetic shall be manufactured from, processed
with, or otherwise contam, prohibited cattle materials.

(2) The small mtestme is not considered pro}ubzted cattle material if the
distal ileum is removed bya procedure that remaves at least 80 mc:hes of the
uncoiled and trimmed small intestine, as measured fmm the caeco-colic

nction and progressing proximally towa:fds the )emnnm, or by a pmcedure
that the establishment can demonstrate is ~e§ually eff{ecfi;ve in ensuring
complete removal of the distal ileufn | / |

(c) Records. Manufacturers and | processors of cosmetics that are V
manufactured from, processed thh or otherwise comam, cattle: material must
make existing records relevant to camplxanee with thls section available to

- FDA for inspection and copying. |

(d) Adulteration. Failure of a manufacturer or processor tfrofaperate in

compliance with the requirements of paiagraph (b) or (c) of'thisf;-;ection renders

a cosmetic adulterated under section 601(c) of the act. -
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